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« T/je MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment See 37 CFR 1 .704(b). 

Status 

Responsive to communication(s) filed on 08 August 2005 . 
This action is FINAL. 2b)D This action is non-final. 

Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 3 and 16-18 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 3 and 16-18 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121 (d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 1 1 9 

12)E] Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
bM AN b)D Some * c)D None of: 

1 Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



2a)IEI 
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Attachment(s) 

1) □ Notice of References Cited (PTO-892) 

2) O Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) ^ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 

Paper No(s)/Mail Date 7/11/05 . 



4) Q Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) □ Notice of Informal Patent Application (PTO-152) 

6) □ Other: . 



^U.S. Patent and Trademark Office 
7TOL-326 (Rev. 7-05) 



Office Action Summary 



Part of Paper No./Mail Date 101405 



Application/Control Number: 09/640,582 Page 2 

Art Unit: 1649 

DETAILED ACTION 
Status of Application: Claims and Amendments 

Applicant is notified that the amendments put forth on 08/08/05, have been entered in full. 
Applicant is notified that the Examiner in charge of the application has changed as has the art 
unit to which it is assigned. Future correspondence should be addressed to examiner Michael 
Brannock Art Unit 1 649. 



Response to Amendment 
Applicant is notified that any outstanding objection or rejection that is not expressly maintained 
in this Office action has been withdrawn in view of Applicant's amendments. 

Maintained Rejections: 

Claims 3 and 16-18 are rejected under 35 U.S.C. 101 because the claimed invention lacks 
patentable utility, as set forth in the prior Office Action, 

Claims 3 and 16-18 stand rejected under 35 U.S.C. § 101 because the claimed invention 
is not supported by either a specific and substantial asserted utility or a well-established utility as 
set forth in the prior Office action. 

Applicant argues that the polynucleotide can be used in a screening or diagnostic method. 
This argument has been fully considered but not deemed persuasive. The the proposed use of the 
polynucleotide to screen for ligands of the polypeptide or for biologic effects of the 
polynucleotide is not a substantial utility. A substantial utility is a practical use which amounts 
to more than a starting point for further research and investigation and does not require or 
constitute carrying out further research to identify or reasonably confirm what the practical use 
might ultimately be. For example, an assay that measures the presence of a material which has a 
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stated correlation to a predisposition to the onset of a particular disease condition would be a 
practical use of the material. However, a method of treating an unspecified disease or condition 
with a material that has no particular correlation with a disease would not constitute a substantial 
utility. Basic research, such as studying the properties of the claimed product or the mechanisms: 
in which the product is involved, does not constitute a substantial utility. 

The specification puts forth that the polypeptide or polynucleotide could be involved in 
any number of disparate disease states, and could therefore be used as a diagnostic or therapeutic 
agent (see pages 13 and 14, for example). A stated belief that a correlation exists between the 
polynucleotides or polypeptides and any number of diseases is not sufficient guidance to use the . 
claimed polynucleotides to treat and/or diagnosis a particular disease; it merely defines a starting: 
point for further research and investigation. 

Applicant argues that similar ion channels are known to be involved in cardiovascular, 
nociception, or psychiatric disorders. This argument has been fully considered but not deemed 
persuasive. The issue is that it is not known or taught what particular disorders a polynucleotide 
of SEQ ID NO: 1 might be involved in, based on its sequence alone. As set forth previously, 
many ion channels are known in the art that have high sequence homology with the instant SEQ 
ID NO: 1, but the functions of these channels, and the disorders they have shown to be involved 
in are completely disparate, there is no nexus between any sequence identity and any disorder, 
see page 10 of the prior Office action. 

Applicant argues the instant SEQ ID NO: 1 encodes an ion channel. The examiner does 
not dispute this probability, however simply stating that it encodes an ion channel does not, in 
and of itself, teach or suggest a way to use SEQ ID NO: 1 in any particular way that constitutes a 
substantial utility. Rather, this assertion can only be used as a starting point for further research ; 
and investigation into the particular functional properties (or perhaps non- functional properties 
in the case of disease) that the polynucleotide or polypeptide might have so as to then try to find 
a particular way to use the polynucleotide, if indeed a way can be found. 

Claims 3, 16-18 also stand rejected under 35 U.S.C. § 1 12 first paragraph. Specifically, 
since the claimed invention is not supported by either a specific and substantial asserted utility or 
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Art Unit: 1649 

a well established utility for the reasons set forth above, one skilled in the art would not know 
how to use the claimed invention so that it would operate as intended without undue 
experimentation, as set forth previously. 

Applicants 5 arguments regarding the 35 U.S.C. § 112 rejection as the corollary of the 35 

U.S.C. § 101 rejection have been addressed above. 



Conclusion 

The Art Unit location of your application in the USPTO has changed. To aid in 
correlating any papers for this application, all further correspondence regarding this application : 
should be directed to Art Unit 1649. 

Please note the new central fax number for official correspondence below: 
No claims are allowable. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time policy 
as set forth in 37 CFR 1 . 1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE MONTHS from 
the mailing date of this action. In the event a first reply is filed within TWO MONTHS of the 
mailing date of this final action and the advisory action is not mailed until after the end of the 
THREE-MONTH shortened statutory period, then the shortened statutory period will expire on 
the date the advisory action is mailed, and any extension fee pursuant to 37 CFR 1.136(a) will be 
calculated from the mailing date of the advisory action. In no event, however, will the statutory 
period for reply expire later than SIX months. 
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Art Unit: 1649 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael Brannock, Ph.D., whose telephone number is (571) 272- 
0869. The examiner can normally be reached on Mondays through Fridays from 10:00 a m. to 
4:00 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Janet Andres, Ph.D., can be reached at (571) 272-0867. Official papers filed by fax 
should be directed to 571-273-8300. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the Group receptionist whose telephone number is (703) 308-0196. 
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PRIMARY EXAMINER 



October 14, 2005 



